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Ultrasound Division 510(k) Submission

510(k} Summary
Prepared October 27, 2008

Sponsor: Siemens Medical Solutions, Inc.,
Ultrasound Division
1230 Shorebird Way
Mountain View, California 84043 NGV 1 3 2008

Contact Person: Shelly Pearce
Telephone:  (650) 694-5988
Fax: (650) 694-5580

Submission Date: October 13, 2008
Device Name: Acuson S2000™Ultrasound System
Common Name: Diagnostic Ultrasound System

Classification:

Regulatory Class: Il
Review Category: Tier Il
Ctassification Panel: Radiology

Ultrasonic Pulsed Doppler Imaging System FR # 892.1550 Product Cede 90-1YN
Ultrasonic Pulsed Echo Imaging System FR # 8921560 Product Code 90-IYO
Diagnostic Ultrasound Transducer FR # 8921570 Product Code 90-ITX

A. Legally Marketed Predicate Devices

The Acuson S2000™Ultrasound System is substantially equivalent to the Acuson Antares
Ultrasound System.

B. Device Description:

The Acuson S2000™ has been designed to meet the following product safety standards:

» UL 80601-1, Safety Requirements for Medical Equipment
= |EC 60601-2-37 Diagnostic Ultrasound Safety Standards
» (CSA C22.2 No.601-1, Safety Requirements for Medical Equipment
»  AIUM/NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical
Acoustic Output Indices on Diagnostic Ultrasound Equipment
AIUM/NEMA UD-2, Acoustic Qutput Measurement Standard for Diagnostic Ultrasound
= 93/42/EEC Medical Devices Directive
= Safety and EMC Requirements for Medical Equipment
» EN/IEC 60501-1
» EN/IEC 60601-1-1
= EN/IEC 60601-1-2
= |EC 1157 Declaration of Acoustic Power
=[SO 10993-1 Biocompatibility
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Siemens Medical Solutions, Inc. 52000 Ultrasound System
Ultrasound Division 510{k) Submission

C. Intended Use

The 52000™ ultrasound imaging systems are intended for the following applications: Fetal,
Abdominal, Intracperative, Pediatric, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic,
Meonatal/Adult Cephalic, Vascular, Musculoskeletal, Superficial Musculoskeletal, and Peripheral
Vascular applications.

The system also provides the ability to measure anatomical structures {fetal, abdominal,
intraoperative, intracperative neurclogical, pediatric, small organ, neonatal cephalic, adult
cephalic, cardiac, trans-esophageal, transrectal, transvaginal, peripheral vessel, musculo-
skeletal (conventional), musculo-skeletal (superficial) and neonatal cardiac} and calculation
packages that provide information that provide information to the clinician that may be used
adjunclively with other medical data obtained by a physician for clinical diagnosis purposes.

52000 510(k) Submission Page 8 of 43



DEPARTMENT OF HEALTH & HUMAN SERVICES -Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

NOV I3 2008

Ms. Shelly Pcarce

Regulatory Affairs

Siemens Medical Solutions USA, Inc.
- P.O. Box 7393, 1230 Shorebird Way
MOUNTAIN VIEW CA 94039

Re: K082142 :
Trade/Device Name: Acuson S2000™ Diagnostic Ultrasound System
Regulation Number: 21 CFR §92.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, and ITX
Dated: September 17, 2008
Received: Septecmber 22, 2008

Dear Ms. Pearce:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, and
Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against
misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for use
with the Acuson S2000™ Diagnostic Ultrasound System, as described in your premarket

notification:

Transducer Model Number

CW?2 Probe
CWS5 Probe
ECO9-4 Curved Array
914 Linear Arrav .
1415 Mula-D Array
4P1 Phased Array
6C2 Curved Atray
4C1 Curved Array
4V1 Phased Array




Page 2 - Ms. Pearce

10V4 Phased Array
141.5 SP Linear Amay
7CF2 Curved Array
9EVF4 Curved Array
V35Ms Multiplane TEE
17L5HDS Linear Array
181.6 HD Linear Arrav
8V3 Phased Array

If your device is classified (see above) into either class II (Special Controls) or class IiI (PMA), it

may be subject to such additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish
further announcements concerning your device in thc Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination docs not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencics. You must comply with all
the Act’s requirements, including, but not limited to: registration and listing (21 CFR Part 807},
labeling (21 CFR Part 801); good manufacturing practice requircments as set forth in the quality
systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product radiation control
provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket notification.
The FDA finding of substantial cquivalence of your device to a legally marketed predicate device
results in a classification for your device and thus permits your device to proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), pleasc
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain other
general information on your responsibilities under the Act from the Division of Small Manufacturers
International and Consumer Assistance at its toll-free number (800) 638-2041 or (240) 276-3150 or
at its Internet address http://www.fda.gov/cdrh/industry/support/index.html

If you have any questions regarding the content of this letter please contact Lauren Hefner at
(240) 276-3666.

Sincerely yours

Joyce M. Whang, Ph.D.
Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices
Office of Device Evaluation :
* Center for Devices and Radiological Health

Enclosure(s)

,



Siemens Medical Solutions, Inc. 52000 Ultrasound System
Ultrasound Division 510(k) Submission

1.3 Indications for Use

510(k) Number (if known): K Ob’;} (1' 2./

Device Name: S2000™Diagnostic Ultrasound System
Indications for Use:

The 52000™ ultrasound imaging systems are intended for the following applications: Fetal,
Abdominal, Intraoperative, Pediatric, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic,
Neonatal/Aduit Cephalic, Vascular, Musculoskeletal, Superficial Musculoskeletal, and Peripheral
Vascular applications.

The system also provides the ability to measure anatomical structures {fetal, abdominal,
intraoperative, intracperative neurological, pediatric, small organ, neonata! cephalic, adult
cephalic, cardiac, trans-esophageal, transrectal, transvaginal, peripheral vessel, musculo-
skeletal (conventional), musculo-skeletal (superficial) and neonatal cardiac} and calculation
packages that provide information that provide information to the clinician that may be used
adjunctively with other medical data obtained by a physician for clinical diagnosis purpeses.

Prescription Use X AND/OR Over-The-Counter Use

{Part 21 GFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DC NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Siemens Medical Solutions, Inc.
Ultrasound Division

S2000 Ultrasound Systemn
510{k) Submission

1.3 Indications for Use Forms
Diagnostic Ultrasound Indications for Use Form
514 (k) Numbar (it known):

Device Name: ACUSON 52004 Ultrasound Systorri
Intended Use: Ultraseund imaging or fluid flow analysis of the human body as follows:
Moda of Operation
. Color .
- i Color | Amplitude . [Combined Olhar
Clinical Application A 1B | M/[PWD|CWD Dappler lor IVE'"'-“?'W {Specity) (Specity)
Dopp maging

Ophthalmic

Fetal PP P P P P BMOC :\11019; 32.3.4.5,?.8.10.
Abdaminal PP P | P P P BMDG |1\'1oti 32,3.4,5.?,8,10,
Intraoperativa P P P P P P Nolt_e 23,457,810,
{Note 9) BMDC | 1\ 14
Intraoperative PP P P P Note 2,3,4,6,7.5,10,
Neurological BMDC | 474

Pediatic PI1P| P P F P BMDG ?;I;)te 2345.7.8,10,
Small Organ PP P P P P Note 2,3,4,5,7,8,10,
[(Note 1) BMBC 11,14

Naocnatal Cephalic P P P F P P BMDC Note 2,3,4,5,7,.8,10
Adult Cephalic P P P P P P BMDC Note 2,3,4,6,7.8,10
Cardiac P P P P P P BMDC Nole 2,3,4,5,6,7,8,10
Trans-asophageal PP P P P P BMDC )
Transreclal PP P P P BupC | [te 23457810,
Transvaginal PP t P P BMDC :4;3“5 23457810,
Transurethsal

Intravascular

Peripheral vassal PP PP b P Bupc | [/0l92.84.58.7.810,
Laparoscopic

Musculo-skeletal P P P P P P BMDC Note 2,3,4,5,7,8,10,
Conventional 11,14
Musculo-skeletal PIP P P P P BMBC Note 2,3,4,5,7,8,1G,
Suparficial 11,14

QOther (specify) [ P P P P P

L Necnatal Cardiac BMDC | Note 34,6

e ere— c—.
N = naw indication; P = previously cleared by FDA, KO72786; E = added under Appandix E

- Note 1
Nole 2
Note 3
Nota 4
Note 5
Nate &
Note 7
Note 8
Note @
Nota 10
Note 11
Note 13
Note 14

For example: braast, testes, thyrold, penis, prosiate, elc.
Ensemble fissug harmonic imaglng

SieClaar multi-view spatial compounding

Tissue Equalization Technology

3-Scape real-time 30 imaging

Cadence contrast agent imaging

B&W SieScape panoramic Imaging

Power SieScape panoramic imaging

For example: vascular, abdominal

Clanity VE vascular enhancement technology
Advanced Sigclaar multl-view spatial compounding
STIC

9Sig™ Touch alaslicity Imaging

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.10

$2000 510(k) Submission

N
(Division SighlOfr)
Division of Reproductive, Abdominal and
Radiological Devices

Koga ¢y

510(k) Number
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Siemens Medical Solutions, inc. $2000 Ultrasound System
Ultrasound Division 510{k} Submission

Diagnostic Ultrasound Indications for Use Form
510 {k) Number (if known):

Device Name: CW2 Probe for use with ACUSON S26000
Intended tse: Uttrasound imaging or fluid flow analysis of the human body as follows:

Muode of Operation

Color
Velocity
Imaging

Color | Ampliiuda
Depplar | Doppler

Combinad Other

Clinical Application ALl B | M]|PND|CWD (Specity} (Specity)

Ophthalmic
Fetal \ P
Abdominal
Intraoperative
{Note 9)
Intraopeorative
Neurclogical
Pediatric
Srmal! Organ

MNote 1)

Neonalal Cophalic
Adult Cephalic

Q

myw|o| U v

Cardiac
Trans-esophageal
Transrectal

Transvagiral

Transureihral

Intravascular
Paripharal vessel P
Laparcscopis
Musculo-skeleatal P
Cernventional
Musculo-skeletal P
Superficial

Crher (specify}
N = new indication; P = previously cleared by FDA K# 063403, KU72786; E = added under Appendix E

Additional Comments:

MNote 1 For example: breas!, testes, thyroid, penis, prostate, ete.
MNole 9 For exampie: vascular, abdominal

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evaluation (ODE)

Prescriplion Use (Per 21 CFR 801.108)

52000 510(k) Submission Page 14 of 43
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Siemens Medical Solutions, Inc. 52000 Ultrasound System
Uitrasound Division 910{k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k} Numbser (if known):

Device Name: CW5 Probe for use with ACUSON $2000
ntended Use: Uttrasound imaging or fivid flow analysis of the human body as folfows:

Mode of Operalion

Color | Ampliuge | S | combined Other

Valoch . .
Doppler | Doppler In?a%?n; {Specify) (Specity)

Clinical Application A| B | M|PWD;CWD

Ophthalmic
Fetal P
Abdominal
Intraoperative
(Note 9)
Intraoperative
Naurlogical
Pediatric
Small Organ
(Nola 1)

Neonalal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Trangrectal
Transvaginal
Transurethral
Intravascular
Peripharal vessal P
Laparoscopic
Muscule-skeletal
Convenlional
Musculo-skeleial
Suparficiat
Other {spacify)
N = new indication; P = praviously claared by FD:A K# 063803, KO72786; E = added under Appendix E

Additional Comments:

)

T

T T|w| w o

Note ¥ For exampls: breast, testas, thyrold, penis, prostate, etc.
Note 8 For exampie; vascular, abdominal ’

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANDTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation {ODE}

Prescription Use (Per 21 CFR 801.108)
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Siemens Medical Solutions, Inc. 52000 Ultrasound System
Ultrasound Division 510{k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Davice Name: ECO-4 Curved Array Transducer for use with ACUSON $2000
Intended Use: Ultrasound imagirg or fluid flow analysis of the human body as follows:

Mode of Operation

cwp | Gelor | Amplitude Color Combined Other

Doppler | Doppler :’::;?:; {Spacify) {Specity)

Clinical Application Al 83| M]|PWD

Cphthalmic

b
a
-
o

Fetal P BMDC | Nole 2,3,45,7,8,10, 11

Abdominal rPIP P P P BMBC | Nate 2,3.4,5,6,7,8,10, 11,

intracperalive
Abdominal

Intraoperativa
HNeurological

Padiatric

Small Organ :
Nole 1) PP P P P BMDC | Note 2,3,4,5,7,8,10, 11,14

Neonatal Cephalic P P P . P P BMDC { Note 2,3,45,7,810

Adult Caphalic

Cardlac

Trans-esophageal
Transractal P P P P P BMDC :“10'1942'3*4'5‘ 8,780

Transvaginal P P P P P BME2C | Note 2,3,4,5,7,8,10, 11

Transurethral

Intravascuiar

Peripheral vessal

Laparoscopic

Muscuio-skaletal
Conventianal

Muscule-skeletal
Supsrficial

Other {specify)

N = pew indication; P = previously cleared by FDA K# 063803, K072786; E - added under Appendix E

Addilional Commaenis:

Note 1 For example: breast, testas, thyroid, penis, prostata, ete.
Neote 2 Ensemble lissue hammonic imaging

Nota 3 BieClear multi-view spatial compounding

Note 4 Tissue Equalization Technology

Note 5 3-Scape roal-time 30 imaging

Note 6 Cadence eontrast agent imaging

Note 7 B&W SieScape panoramic imaging

Noie 8 Power SieScape panoramic imaging

Mote 10 Clarify VE vascular snhancement fechnology

Note 11 Advarced Sieclear mulli-viaw spatial compounding
Note 12

Note 14 eSie™ Touch elasticity imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrenca of CORH, Office of Device Evaluation (ODE) .

Prescription Use (Per 21 CFR 801 .109)

$2000 510(k) Submission Page 16 of 43
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Slemens Medical Solutions, Inc.

Ultrasound Division

52000 Uitrasound System

510{k) Submission

510 (K} Numbsar (if known):

Device Name:
Intended Use:

Dlagnostic Ultrasound Indications for Use Form

914 Linear Array Transducer for use with ACUSON S2000

Ultrasound imaging or fiuid liow analysis of the human body as lollows:

Clinical Application

Mode of Operation

M [ PWD

CwWD

Amplitude

Color
Velocity

Doppler Imaging

Combined
(Specify)

Other
(Specity)

Ophthalmic

Falal

BMDC

Note 2,3,4,6.7.8,10, 11

Abdeminal

Intraoperative
Abdominal

intraoparativa
Neurological

Pediatric

BMDC

Note 2,3,4,5,7,.8,10, 11

Small Qrgan
{Note 1)

8MDC

Note 2,3,4,5,6,7,8,10, 11,14

Meonatal Cephalic

BMDC

Nole 2,3,4,5,7,8,10, 11

Adult Cephalic

Cardiac

Trans-ssophageal

Transgractal

Transvaginal

Transurathral

Intravascular

Peripheral vassal

BMDC

Note 234,56, 7,8,10, 11,
14

Laparoscopic

Musculo-skeletal
Cenventional

BMDC

Note 2,3,4,5,6,7,8,10, 11, 14

Musculo-skelatal
Superficial

BMDC

Note 23,4,5,6,7,8,10, 11, 14

Oihar (specify)

N = naw indication; P = previausly cleared by FDA K# 063085, KO72786; E = added under Appendix E

Addltional Camments;

Mote 1
Note 2

Nate 3 SieClear multi-view spatial compounding

Nole 4
Note 5
Note &
Note 7
Note 8

Nole 12

Tissue Equalization Technology
3-Scape real-time 3 imaging
Cadence conlrast agent imaging
BAW SleScape pancrarmic imaging
Power SieScape panoramic imaging
Note 1G Clarlfy VE vascular anhancement technology

Nota 11 Advancad Sleclear multi-view spatial compounding

Nots 14 eSie™ Youch siasticity imaging

For example: breast, testes, thyroid, penis, prostata, atc.
Ensemble tissue harmonic imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Coneurrence of CORH, Office of Devica Evaluation (ODE)

Prescripticn: Use (Per 21 CFR 801.109)

$2000 510(k) Submission
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Siemens Medical Solutions, Inc. 52000 Ultrasound System
Uitrasound Division 510{(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 {k) Number (if known):

Devica Name: 4P1 Phased Array Transducer for use with ACUSON S2600
Intended Use: Ulirasound imaging of luid flow anatysis of the human body as faliows:

Mode of Operation

. Color ;
. . Caler | Amplitude .., |Combined Other
Gtinical Applicaton | & | B [ M | pwe | cwo Doppler | Dopplor :‘;:;ng (Spacity) (Specily)

QOphthalmic

-
0
o
e
2

Fetal P BMOC | Note 2,34,5,7 8,10

Abdominal P P P P P P BMDC | Nate 2,3,4,5,7,8,10

IMraoperative
Abdaminal
Intraoparative
Neurslogical

Pediatric

Small Organ

Neonata! Cephalic

Aduit Cephalic P P P P P P BMDC | Nola 2,34,5,7,810

Cardiac P P P P [ P BMDC Nole 2,3,4,5,6,7,8,10

Trans-asophageal

Transrectal

Transvaginal

Tranaurethral

Intravascular

Peripharal vassel

Laparoscopic

Museudo-skeletal
Conventignal

Musculo-skeietal
Superficiat

Other (specity)
N = new indlcation; P = previously cleared by FDA K# 063803, KO72786; E = added undar Appendix E

Additional Comments:

Note 2 Ensemble tissue harmonic imaging

Note 3 SieClear multl-view spatial compounding
Note 4  Tissus Equalization Technology

Mote 5  3-Scape real-ime 3D imaging

Note 6 Cadence contrast agent imaging

Nela 7 B&W SieScape panoramic Imaging

Note 8 Power SigScape panoramic imaging

Naote 10 Clarify VE vascular enhancemant technology

{PLEASE DO NOT WHRITE BELOW THIS LINE-CONTINUE ON ANOTHEA PAGE IF NEEDED}
Concurrence of CDFMH, Office of Device Evatuation {ODE)

Prascription Use (Per 21 CFRA 801.109)
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Siemens Medical Solutions, Inc. 52000 Ultrasound System
Uitrasound Division 510(k) Submission

Diagnostic Ultrasound Indlcatlans for Use Form
510 (k) Number (if knawn):

Device Name: 6C2 Curved Array Transducer for use with ACUSON 52000
Intended Use: Ultrasound imaging or fiuid flow analysis of the human body as follows:

Mode of Cperation

’ Color ’
. . Color | Amplitude ., |Combined Other
Clinical Application | A | B.{ M | PWD | cwD Doppler | Dopplar I\.::;:g (Specify) (Spegify)

Ophthalmic

Nota 2,3.4.5,7.8,10,
11

Mote 2,3.4.5,7 8,10,
11, 14

Fatal P P P P P 8MDC

Abdominal P P P P P BMDC

Intranperative
Abdominat
Intraoperative
Neurolagical

Pediatric P{P P P P BMDC

Note 2,3,4,5,7,8,10,
11

Small Crgan
Neonalal Cephalic
Adult Cephalic
Cardiac
Trans-ssophagesl
Transrectal
Transvaginal
Transurathrai
Intravascular

Peripharal vessel PP P P P BMBC

Laparoscopic
Musculo-skeletat
Conventicnal
Musculo-skefeial
Suparicial
Othar (spacify)
N = naw indication; P = previously cleared by FDA K# 063085, K072786; E = added under Appendix E

Additienal Comments;

Note 2.3,4,5,7,8,10,

Note 2 Ensemble tissug harmonic Imaging

Note 3 SieClear multi-view spatial compounding

Note 4 Tissue Equafization Technology

Note 5  3-Scape reaMime 30 imaging

Note 7 B&W SieScape panoramic imaging

Nete B Power SieScapa panoramic imaging

Note 10 Clarity VE vascular enhancement tachnology

Note 11 Advanced Siaclear multi-view spaiial compounding
Notz 14 8Sle™ Touch elasticity imaging

{PLEASE BO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Congurtence of CDRH, Offica of Device Evaluation (ODE)

Prescription Use {Per 21 CFR 801.109)
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Siemens Medical Solutions, Inc. $2000 Ultrasound System

Ultrasound Division

510(k} Submission

510 (k} Number (if known):

Device Name:
Intended Use:

Diagnostic Ultrasound Indications for Use Form

4C1 Curved Array Transducer Lor use with AGUSON $2000
Ultrasound imaging or fluid low analysis of the human body as follows:

Clinical Application

Moda of Operation

B | M |pwolcwo Calor | Amplitude Velocity Combined Other

Golor

Doppler | Doppler (Specity) {Spacily)

Imaging

Ophthalmic

Fetal

P 3 P P P BMDC :11019. 23457410,

Abdaminal

P P 3 r P Nete2,3.4,5,6,7.8,
BMCC 140 11, 14

Intracperativa
Abdominal

Intracparative
Neurclogical

Pediatric

Small Organ

P P P P r BMDC

Neonatal Cephalic

Adutt Cephalic

Cardiag

P D P [ P BMDC

Trans-gsophageal

Transractal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

P P [ P P BMOC

Laparoscopic

Musculo-skaletal
Conventional

Musculo-skeletal
Superficial

Chther {spacify)

N = rew indication; P = praviously cleared by FDA K# 063085, KOT2786, K032114: E = added under Appendix £

Additional Commenils;

Note 2 Ensemble lissue harmonic imaging

Nole 3 SieClear mulli-view spatial compounding

Note 4 Tissue Equalization Technotogy

Note 5  3-Scape real-ima 30 imaging

Note 8  Cadence contrast agent imaging

Note 7 B&W SieScaps panoramic imaging

Nate 8 Power SieScape panoramic imaging

Nate 10 Clarity VE vascular enhancement technology

Mote 11 Advanced Sieclear mulli-view spaiia compounding

Note 12

Nole 14 eSie™ Touch elaslicity imaging

(PFLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrance of CDRH, QOffice of Device Evaluation (ODE)

Frascription Use (Per 21 CFR 801.109)
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Siemens Medical Solutions, Inc. 52000 Ultrasound System
Ultrasound Division 510{k) Submission

Diagnostic Utrasound Indications for Use Form
510 (k) Number (if known):

Device Name. 4V1 Phased Array Transducer for use with ACUSON 2000
Intended Lse; Ultrasound imaging o fiuid flow analysis of the human Sody as follows:

Mode of Operation

’ Color !
M i PWD | oWD Color | Amplitude Velosity Combined Cther

Clinical Application A B Dappler | Dappler vkl (Specify) (Specity}

Ophthaimic
Felal PP P ad P BMDC | Note 2,3,4,5,7,8,10

Nele 2,3,4,5,7.8,10,
14

Abdominal P P P P P BMDC

Intracparative
Abdominal
Intracperative
Neurgiogical
Fadiatric

Sma¥ Organ
Meonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurelhral
Intravascuiar
Peripheral vessal
Laparoscapic
Museula-skaleial
Convantional
Musculo-skeletal
Supericial

Cither (specity)

M = naw indication; P - previously cleared by FDA K¢ 083085, KO72788; E = added under Appendix E

Additional Comments:

Nota 2 Ensemble tissue harmonic imaging

Note 3 SieClear multi view spafial compounding

Note 4 Tissue Equalization Tachnology

Note 5  3-Scape reai-tima 30 imaging

Note 7 B&W SieScape pancramic inaging

Note 8 Pawer SieScape panoramic imaging

Note 10 Clarity VE vascular enhancomant technology

Note 11 Advanced Sieclear multl-view spatial compeunding
Naote 14 aSie™ Touch alasticity imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER FAGE IF NEEDED)
Congurrence of COAH, Office of Davice Evaluation (QDE)

Prescription Use (Per 21 CFR 801,108)
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Siemens Medical Salutions, Inc.

Ultrasound Division

$2000 Ultrasound System

510(k) Submission

510 (k) Number {if known):

Device Narme:
Intended Use:

Diagnostic Ultrasound Indications for Use Form

10V4 Phased Array Transducer for use with ACUSON S2000
Ullrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Moda of Operation

PWD | cwo |

Color
Doppler

Amplitude
Doppler

Calor
Velocity
Imaging

Combined
(Spectfy)

Cther
(Spacity)

Qphihalmic

Fetal

BMDC

MNote 2,3,4,5,7.8,10

Abdominal

8MD0

Nota 2,3,4,5,7,8,10

Intracperative
Abdominal

Intragperative
Neurological

Pediatric

BMDC

Note 2,3,4,5,7,8,10

Smai! Organ

Meonatal Cephalic

BMDG

Note 2,3,4,5,7,8,10

Adult Cephalic

Cardiac

BMDC

Note 3,4

Trans-escphageal

Transractal

Transvaginal

Transurethral

Intravascular

Paripheral vassal

BMDC

Mote 2,3,4,5,7,8,10

Laparoscopic

Muscule-skelatal
Gonventional

Musculg-skeletal
Supericial

Other (specity)

N = new indication; P = previeusly clearsd by FDA K# 083085, KO72786; E = added under Appendix E

Additional Comments:

Nota 2 Ensemble fissus harmonic imaging

Note 3

SieClear multl viaw spatial compounding

Nete 4 Tissus Equalization Technology

Note &  3-Scepe feal-fime 3D imaging

Note 7 B&W SieScepe panoramic imaging
Note 8 Power SieScapa panoramic Imaging
Note 10 Clarify VE vascular enhancarmend tachnology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Prescription Use (Per 21 CFR B01.109)

Concurrence of CORH, Offica of Device Evaluation (QDE)

52000 510{k) Submission
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510(k) Number
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Siemens Medical Solutions, Inc. 52000 Ultrasound System
WUitrasound Division 510{k) Submission

Diagnostic Wtrasound Indications for Use Form

510 (k) Number {if known):

Device Name: 14L5 SP Linear Array Transducer for use with ACUSON 82000
Indications For Usa: Diagnostic imaging or fiuid flow analysis of the human bady as tollows:

Mode of Operation

Color
Valocity
Imaging

Clinical Application Color | Amplitude

Doppler | Doppler

Combined Diher

A M| P 5 :
& WD | €WD (Specily) (Specity)

Cphthalmic
Felal
Abdominal
}ﬁgf:g'ﬂ"’e Ple]| p p P BMOC | Nola 2.3,45.7,8,10
Intraoperativa [ ,4.5,7,8,10,
Neuroila:qical PP F P il BMOG 110'8 23 i
Pediatric

Small Organ
(Note 1)
Naonata! Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
|_Transvaginal
Transurethral
Intravascular

Peripheral vessol PP F P P BMDC

Laparoscopic
Musculo-shealetal Note 2,3,4,5,7,8,10,
Codnventional PP P P P BMDC 11,14
Musculo-skeletal
Suparficial
Other (spacily)
N = new indication; P = previously cleared by FDA K# 063085, KO72786; E = added under Appendix E

Additional Comments:

Note 2.3,4,5,7.8,10,

Plel| e P P BMDC |

Hotez,3.4.5,6
7810, 11,14

Note 1 For example: breast, lesles, thyroid, panis, prostale, sic.

Note 2 Ensembls lissus harmonic imaging

Note 3 SieClear mulfl-view spatial compounding

Note 4 Tissus Equalization Technology

Nole &  3-Scaps reai-ima 3D imaging

Nole &  Cadange contrast agent imaging

Naote 7 B&W SieScaps panoramic imaging

Note 8 Power SieScape panoramic imaging

Note ¥ For exampla: vaseular, abdominal

Note 10 Clarity VE vascular ephancemant lechnology

Nota 11 Advanced Sieclear mutti-view spatial compounding
Note 14 eSie™ Touch elasticity imaging

{PLEASE DX ROT WRITE BELOW THIS LINE-CONTINLE OM ANOTHER PAGE |F NEEDED)
Concurrence of CORH, Office of Davice Evaluation (ODE)

Preseription Use {Per 21 CFR 801.109)
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Siemens Medical Solutions, Inc. 52000 Ultrasound System
Ultrasound Division 510{k) Submission

Diagnostic Ultrasound Indlcations for Use Form

510 {k) Number (i known};

Device Nama: 7CF2 Curved array mechanical 3D transducer for use with ACUSON 52000
Intended Use: Ultrasaund Imaging or fluid flow analysis of the human body as follows:

Mode of Operatlon

Color | Ampliude| . B [oombinag Other

Velocity : :
Doppler | Dappler Imaging {Specify) (Specify)

Clinicat Application A B{M|PWD|CWD

Ophthalmic
Fetal PP P P P BMDC

Note 2,3,4,5,7,8,10,
11,13

Abdominal ple| P P P BMOC :‘51?32.3‘4.5.?‘8,10.
Intraoperative

Abdaminal

Intraoperative
Nourological
Padiatric

Small Cgan
Necnatal Cephalic
Adult Caphalie
Cardiac
Trans-esophageal
Transrecta

Transvaginal

Transurethraf

Intravascular
Peripheral vassel
Laparoscopic ‘
Musculo-skelatal
Conventional
Muscula-skelstal
Superficial
Cthar (spacify)

N = now indication; P = praviously clearad by FDA K# 063803, KO72766; E = added under Appendix E

Additional Commenis;

MNote 2  Ensamble tissue harmonic imaging

Note 3 SieClear multi-view spatial compounding

Note 4 Tissue Equalization Technology

Note 5 3-Scape reat-time 30 imaging

Note 7 B&W SieScape panoramic imaging

Note 8 Power SieScaps panoramic imaging

Note 10 Clarity VE vascular enhancement technology

Nota 11 Advanced Sisclear multi-view spatial compounding
Note 13 STIC

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrance of CORH, Office of Davica Evaluation (QDE)

Prescription Use {Par 21 CFA 801.106)
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Siemens Medical Solutions, Inc. $2000 Ultrasound System
Ultrasound Division 510{k) Submission

Diagnostic Ultrasound Indications for Use Form
510 {k) Number (if known):

Device Name: 9EVF4 Curved Array Transducer for use with ACUSON S2000
intended Use: Littrasound imaging or fluid llow analysis of the human body as follows:

Mods of Gperation

Color
Velocity
Imaging

Combined Other
{Specity) (Specify)

Calor | Amplitude

Clinical Applicaticn A B M | PWD | CwD Doppler | Doppler

Cohlhalmic
Fetal I P P P P BMOG :wlgt$12.3.4,5,?.8,

Abdeminal
Intraoparative
Abdaminal
Intraoparative
Naurological
Pediatiic
Small Organ

Neonatal Gephalic PIPL P P P aoc | Nele Z3A57E,

Adult Cephalic
Cardiac
Trang-gsophageat
Transrectal

Transvagina! 3 P P F P BMOC :\Jgt1e12.3.4'5.7.3.

Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Canventicnal
Musculo-skeletal
Superficial

Othar (specify)

M = naw indication; P = previcusly cleared by FDA K# 063803, KO72786; E = added under Appendix E

Additional Commenis:

Note 2 Ensembls tissue harmonic imaging

Note 3 SieClear mulli-view spatial compounding

Nota 4 Tissua Equalization Technology

Note §  3-Scape reakime 3D imaging

Note 7 B&W SiaScape pancramic imaging

Note 8 Power SieScape pancramic imaging

Mole 10 Clarity VE vascular enhancement technology

Mate 11 Advanced Sieclear muttl-view spatial compounding

(PLEASE BO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurmence of CDORH, Offics of Davice Evaluation {ODE}

Prescription Use (Per 21 CFR 80%.100)
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Siemens Medical Solutions, Inc. 52000 Ultrasound System
Ultrasound Division 510{k} Submission

Diagnestic Wtrasound Indications for Use Form
510 (k) Number {if known):

Davice Name: V5Ms Multiplane TEE Transduscer for use with ACUSON 82000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as lollows:

Moca of Oparation

. Color .
Clinical Applicaion | A | B | M | PwD | owo | Color - |Ampllude| o 0 |Combined Otner

Doppler | Doppler imaging (Specify) {Spacify)

Ophthaimic
Felal
Abdominal
Intraoparative
Abdominal
Intraoparative
Neurglogical
Pediatric
Small Qrgan
MNeonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal P P P P P P BMDC
Transraclal
Transvaginal
Transurethral
Intravascular
Peripheral vessal
Laparescopic
Muscule-skatetal
Conventional
Musculo-skeletal
Superficial
Other (specity)

N = new indication; P = previously cleared by FDA K& 063803, KOT2786; E = added undar Appendix E
Additional Comments: rva

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IE NEEDED)
Concurrence of CDAH, Office of Device Evatuation (ODE)

Preseriplion Use (Par 21 CFR 801.109)
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Slemens Medical Solutions, inc. $2000 Ultrasound System
Ultrasound Division 510{k) Submission

Dlagnostic Ultrascund Indications for Use Form

510 (K} Number {if known):

Device Name: 17L5HGS Linear Array Transducer for use with ACUSON 52000
intended Usa: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

) Color ]
Color | Amplilude Veloeity Combined Cthar

Clinical Application A | B | M |PWD|COWD Doppler | Doppler hiorin (Specify) (Specify)

Ophthalmic
Fatal

Abdominal
Intraoperative
Abdominal
Intraoparative
Neumlogical
Pediatric
Small Qsgan Note 2,3,4,5,7.4,10,
{Nmeng PipP| F P p BMOG | |\ ¢,

Naonatal Cephalic

Adult Cephalic
Cardiac
Trans-esophagesl
Transrectal

Transvaginal

Transurathral

Intravascular

Fote 2,3,4.6.7.8.10,

feripheral vessel F{P P [ P BMDC 11.14

Laparoscopic

Musculo-skeleial Note 2,3,4.5,7,8,10,
Conventional PP P i P BMDC 11,14

Musculo-skalatal MNote 2,3,4,5,7.8,10,

Superficial PP P F P BMOC 11,14

Othar (specify)
N = new indiication; P = previously cleared by FDA K# 063085, K072786; E = added under Appendix E

Additional Comrments:

MNote 1 For example: breast, tastes, thyroid, penis, prostatse, etc.
Note 2 Ensemble tissue hamonic imeging

Note 3 SieClear multi-view spatial compounding

Note 4 Tissue Equalization Technology

Note 5 3-Scape real-ime 3D imaging

MNote 7 BAW SleScapa panoramic imaging

MNote 8 Powar SieScape penoramic imaging

Note 10 Clarity VE vaseular anhancement technology

Note 11 Advanced Siecloar multi-view spatial compounding
Mote 14 aSie™ Touch elasticity imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (D)

Prescription Use (Per 21 CFR 801.109)
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Stemens Medical Solutions, Inc.

Ultrasound Division

$2000 Ultrasound System
510(k) Submission

510 (k) Number {if known):

Device Name:
Intended Use:

Diagnostic Ultrasound Indications for Use Form

$8L6 HD Linear Array Transducer for use with ACUSON 52000
Uitrasound imaging or {luid flow analysis of the human body as tollows:

Clinical Application

Moda of Operafion

Calor

CWo Dappler

Amplitude
Doppler

Color
Velocity
imaging

Combinead
(Specity}

Other
(Specity}

Ophithalmic

Fetal

Abdeminal

Infracparalive
Abdominal

Intraoperative
MNeurological

Pediatric

Small Organ
(Mote 1)

BMODC

Note 2,3,4,5.7,8,10,
11,14

Neonatal Caphalic

Adull Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Pernipheral vessel

BMDC

Note 2,3,4,5,7,8,10,
11,14

Laparaseoplc

Muscule-skeletal
Conventional

BMDC

Note £2,3,4,5,7,8,10,
11,14

Musculo-skelatat
Superlicial

BMOC

Note 2,3.4,5,7,8,10,
11,14

Other (specify)

N = new indication; P = praviously clearsd by FDA, E = added under Apperdix E

Additional Comments:

For example: breast, festos, thyroid, penis, prostate, elc.
Ensemble tissue hamonic imaging

SieClaar mutti-viaw spatial compounding

Tissue Equalization Technology

3-Scape real-time 30D imaging

BaW SieScape panoramic imaging

Power SieScape panoramic imaging

Mote 1
MNole 2
Note 3
Note 4
Nate 5
Naota 7
Note 8

Note 10 Clarify VE vascular enhancement technotogy

Note 11

Advanced Slaclear mutti-view spatial compounding

Mote 14 eSie™ Touch elasticity imaging

{PLEASE DO NOT WRITE BELCW THIS UINE-CONTINUE ON ANQTHER PAGE IF NEEDED)
Concurrence of COAH, Office of Device Evaluation {ODE)

Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Solutions, Inc, 52000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnestic Ultrasound Indicatlons for Use Form

510 (k) Number {if known):

Device Name: BV3 Phased Array Transducer for use with ACUSOHN S2000
Intended Use: Ultrasound imaging or fiuid flow analysis of tha human body as follows:

Mode of Operation

Color
Velocity
Imaging

Combined Other
(Specily) {Specify)

Color | Amplituge

Clinical Application A| B | M|PWD]|CWD Doppler | Doppler

Ophthalmic
Fetal P P P P P P BMDC Note 2,3,4,5,7 8,10
Abdaminal
intraoperative
Abdominal
[ntraoperative
Neunlogical
Pediatic PP P P P P BMDC | Note 2,3,4,5,7.8,10
Smali Organ
Neonatal Cephalic PP P P P P BMDC | Note 2,3,4,5,7,8,10
Adult Cephaiic
Cardia¢ P P P P P P BMDC | Note 3,46
Tians-esophageal
Transractal
Transvaginal
Transurethral
Intravascular
Peripheral vessei
Laparoscopic
Musculo-skeletal
Convantionat
Muscula-skeietal
Superticial
Other {specify}
Neonatal Cardiac
N = new indication; P = praviously clearad by FDA K# 083085, KO72786; E = added under Appendix E

Additionel Comments:

plip| o P B P BMDC | Note 3,4.6

Note 2 Ensemble tissue harmonic imaging

Nolo 3  SieClear mutti-view spatial compounding
Note 4  Tissue Equalization Technology

Nole 5 3-Scape real-time 3D imaging

Note 6 Cadence contrast agent imaging

Note 7 B&W SieScape pancramic Imaging

Note 8 Power SieScape pancramic imaging

Note 10 Clarity VE vascular enhancement technology

(FLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Oftice of Devica Evaluation {ODE)

Prescription Use (Per 21 CFR 801,108)
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